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Content Determination of Polymers in Cefalexin by HPSEC

YUAN Hua', ZHANG Dong’, HUANG Ya-long", ZHANG Wen-sheng® (1.Shijiazhuang Institute for Food and
Drug Control, Shijiazhuang 050031, China;2.Hebei Institute for Food and Drug Control, Shijiazhuang 050011,
China; 3.NCPC Hebei Huamin Pharmaceutical Co., Ltd., Shijiazhuang 050000, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of polymers in cefalexin. METHODS: HPSEC
method was adopted. A TSK-GEL G2000SWyx. column was used with mobile phase consisted of 0.005 mol/L phosphate buffer solu-
tion [0.005 mol/L NaH,PO, solution-0.005 mol/L Na,HPO, solution(39:61, V/V)]-acetonitrile (95:5, V/V) at the flow rate of 0.6 ml/
min. The detection wavelength was set at 220 nm and injection volume was 20 pl. RESULTS: The linear range of cefalexin was
0.56-28.0 ug/ml (»=0.999 9). The analytic time was 20 min, and good repeatability was obtained (RSD=2.4% , n=6). The limit
of detection was 1.0 ng and the limit of quantitition was 3.0 ng. CONCLUSIONS: The specific method is efficient, short in dura-

tion and with accurate and reliable result.
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0.6 ml/min; KM« 220 nm; #EAER 20 pl,
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Fig1 HPLC chromatograms
A. test sample; B. substance control; C. solution destroyed by high tem-
perature; D. solution destroyed by alkali; E. solution destroyed by oxi-
dant; F. solution destroyed by high light; G. solution destroyed by acid;
1-7. polymers; 8. cefalexin; 9. unknown impurity
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Tab 1 Results of content determination of polymers in 3
batches of samples

FEA IS RoWaE, %
20120101 <0.1
20120102 <0.1
20120103 0.1

3 g

(D) ZZ bR e FE o 7 A W00 v 22 3 X R TR B o
B BRER 28 WV E R I s A T T %548, A 4 0.002 5 mol/L, B
24 0.005 mol/L,C >4 0.01 mol/L, iREZEFEN], A 55 C ik il
WA= /0 B RTKG H 0 2% e 4 22 HL S T B e 5 2% i
WS ) PR A 2850438 , ik 1643 0.005 mol/L R 6. 2% ik .

(2) i sh A S e R 5 o 40 3l 3k B 2 s EE 49
5% 0% A7 %58, 450, L LB oA 5 % B A H (o i i 4
2 W SRS FH 26 HF R 5% .

(3) W BN AH pH B 645 . Sk AU 25 W AE it | i i
P T B A5 T M 5 e A T A T, AR I TR O v L
SFE S A B ) SEBRS L. T E S5 2010 48 i E 25 88L)
(ZFR)FHSENES , R FH pH B 7.0 O BERREL 22 vhil i shAH

(4) R 0 R A R o ] A A o 1) R 0 s 0 T ke
ML, SR AR B SRR 45 150 o - 2 T A 55 AT 1R, 2%
JT 1~ 3 R KW Wi K 4R P T 220~230 nm K98 L 5 4%
JB 4 A L B B RS HL T 240 ~200 nim P 1K 3 [T PN 2 B 4
IR ISCIR 285 5 2% 5% 5 T 262 nm 1A 5 30 R W, JEWR A (.
55220 nm P AR R ISE 584230 5 Sk H120F T 257 nm K 4b
S A R A, H B R S 220 nm I8 K A A W AT £ 5
o A PRUEfR AR R A K 5 SR 220 nm

(5) F 25 AN 1 2 B il i ELA R [R) 1 A 2 e
RGN EA & R Y —4 | DR e 24 0 i s i v 1
TR AP R R AT,

(6) A7V 55 DL SBEE I Sephadex G-10 11 443 5541 5
PR 43 F-HEBH L AH e A, ELAT R 36 J8 0 (AR Sk 2 20 miin,
T IR BEEE AL Sephadex G-10 757444947 60 min) JRAER A 25
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i e o e EL % 1 3 e A A 2 A 2 K I TR A 0 0
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